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Serial Na 10/519,372 
Art Unit: 1615 

The following two studies were carried out under iis supervision and control; 
The GODfq)ositi0ns used in both of the studies had the folkvwing components: 



Component %bv weight 

Purified water 84*25 

Ben2yl alcohol, NF 5.00 

Mineral Oil 5LT,NF 5.00 

SPAN® 80, NF (sorbitan mono-oleate) 2,50 

TWEEN® 80 NF (polysorbate 80) 2.50 
CARBOPOL® 934 P, NF (carboxy polyethylene) 0.25 

TROLAMINE® NF (triethasolaxmne) 0.50 



100.00 
STUDY 1 

An evahiator-mailced, conq^arative, parallel^ single-site study was caxried out to 
evaluate the efGcacy and safety of the above composition as a lice aspl^rxiator for the 
treatment of head Hce^ 

The hair and skin on the heads of eighty-one (81) subjects^ both males and 
females between the ages of 2 and 70 having a active infestation of Pedicuhis c^itb 
(head louse) with at least 3 live lice and 10 eggs were topically treated with the above 
con;x>sition for 10 minutes^ after which the conoposition was rinsed off with wato:^ 
followed by another similar 10 mimite treatment one week later, Scvcnty-ninc sutgccts 
completed the study. 

The primary efKcacy measurement was the percentage of subjects ^o were 
confinned as a treatment success based on the presence or absence of Uve lice. 

At the end of the study (day 1 S of the study), a 70% overall treatment success 
resulted (primaxy efficacy). 
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A kill rate (%) was ako detcamined which is the total number of lice minus the 
number of live lice over the total number office* 

At the end of the study (d«v 1 5 of the study) the kill rate was 89%. 
STUDY 2 

An identical study to that of Study 1 above was carried out except that forty-four 
(44) subjects, both males and females between the a 

infestatfon of Pediculus capitis (head louse) with at leafrt 3 live lice md 10 eggs were 
used in the ^tody^ and the quantify of die conposition was adjusted for each sufcgect so 
that coniplete saturation of the entire length of each subjects hair was obtained. 

At the end of the study (day 15 of the smdy)^ a 100% treatment success tesuhed 
(primary efGbacy). 

The results of the above studies shows that complete saturation of the entire 
length of each subject's hair is essentkd to obtam the very high treatment success (100%) 
and kin rate (greater than 99%) found in Study 2« 

The results obtained in Study 1 were found lo have resulted ftom incomplete 
saturatkm of the entire length of the long hairs in the sul^ect population of that study. 

The above finding, ie* that the entire lengths of the subject's hair must be 
conpletely saturated with the con^wsitbns of the invention to obt^ very high treatment 
success and kill rates» was unexpected and unobvious. 

The undersigned declares fimher that all statements made herein of his own 
knowledge are true and that all statements made on hiformatk>n and belief are believed to 
be true; and further that these statements were made with the knowledge that wilUul&lse 
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AitUidt: mS 
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